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[57) ABSTRACT

A surgically implantable, multi-lumen, high profile
mammary implant includes a first, flexible, elastic lumen
at least partly filled with a soft gel material and having
a front wall approximating the shape of a human breast
and a second, firmer, flexible lumen within the first
lumen and connected thereto solely at the rear wall of
the first lumen. The second lumen has a volume which
1s less than the volume of the first lumen and is at least
partly filled with a second soft gel material. A third
lumen preferably inflatably surrounds the first lumen
and 1s inflated with saline solution. The second lumen is
made firmer than any other lumen of the implant by
providing it with a greater percent fill than any other
lumen of the multi-lumen implant, filling it with a mate-
rial which has a greater density than any materials fill-
ing any other lumen of the implant, providing it with
thicker walls than any other lumen, or by filling it with
material which has a greater crosslink density than the
materials filling any of the other lumens. The multi-
lumen structure has a high profile implant which is most
suitable for breast reconstruction.

14 Claims, 2 Drawing Figures
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MULTI-LUMEN HIGH PROFILE MAMMARY
IMPLANT

This application is a continuation-in-part of copend-
ing application Ser. No. 200,837, filed Oct. 27, 1980,
now abandoned.

BACKGROUND OF THE INVENTION

The present invention relates to a surgically implant-
able prosthesis and more specifically to a multi-lumen
high profile mammary implant.

Mammary implants are known i1n the prior art as
evidenced by U.S. Pat. Nos. 2,842,775, 3,189,921
3,293,663; 3,366,975; 3,559,214; 3,665,520, 3,683,424;
3,852,832; 3,860,969; 3,883,902; 3,902,198; 3,919,724,
and 3,986,213.

These aforementioned prior art patents show the
advances made, especially in the matenials constituting
the implant including the silicone envelope for the im-
- plant and the silicone gel filler as disclosed for example
in U.S. Pat. Nos. 2,431,878; 2,541,851; 3,020,260; and
3,445,420.

Major problems with the mammary implants made in
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accordance with the prior art disclosures are the lack of 25

projection and the eventual distortion of the implant,
both of which provide a cosmetically unattractive re-
sult. Several advances have been made to overcome

these problems as set forth 1n U.S. Pat. No. 3,681,787,
which utilizes a single container filled with gels of dif-
ferent densities and U.S. Pat. No. 3,934,274, which uti-
lizes an inner and outer container or lumen constituting
the implant device. .

A two-lumen mammary implant is currently mar-
keted by McGhan Medical Corporation which includes
an 1nner silicone envelope which is filled with silicone
gel and an outer silicone elastomer inflatable shell
which is initially unfilled and is filled upon use with a
normal saline to adjust the total volume of the implant.
The 1mplant includes a posterior leaf valve for filling
the outer shell.

Despite the advances made as indicated by the prior
art patents, the implants still have the disadvantage of
not providing high projection and in certain cases not
maintaining their desired shape after implantation.

SUMMARY OF THE INVENTION

The main object of the present invention is to over-
come the disadvantages of the prior art implants and
provide an implant which 1s soft, has high projection,
and maintains its shape during use. By “high projec-
tion” 1t is meant that the implant of the present inven-
tion when placed on a horizontal surface has a projec-
tion to weight ratio when projection is measured verti-
cally from the center of the implant of at least about 0.1
mm/gm based on the entire weight of the implant.

These and other objects are achieved in accordance
with the present invention by providing a surgically
implantable multi-lumen, high profile mammary im-
plant comprising:

a first flexible lumen having a front wall with an outer
shape capable of approximating the shape of the
human breast, and a rear wall with an outer shape
capable of approximating the shape of the human
chest wall, and filled with a soft gel material; and

a second flexible lumen within the first lumen,
wherein the second lumen occupies less than the
entire volume of the first lumen, is filled with a soft
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gel material, and 1s firmer than the first lumen so as
to provide the implant with a projection to weight
ratio of at least about 0.1 mm/gm, and preferably
from about 0.15 to 0.3 mm/gm. An implant having
this projection has a height to base diameter ratio,
when height is measured from the center of the
implant, of at least about 0.5/1.
The second or innermost lumen is made firmer than any
other lumen by means which include providing the
innermost lumen with a greater percent fill than any of
the outer lumens, providing the soft material filling the
innermost lumen with a higher density than the materi-
als filling any of the other lumens, and/or providing the
material filling the innermost lumen with a greater
crosslink density than the materials filling any of the
other lumens. Additional means of ensuring that the
innermost lumen be firmer than any of the other lumens
are also contemplated and fall within the scope of the
instant invention.

The multi-lumen implant of the present invention
may be used for breast augmentation or reconstruction,
but due to its high projection and improved dimensional
stability, finds particular use in breast reconstruction.

These and other features and advantages of the pres-
ent invention will become apparent from consideration

of the following specification when taken in conjunc-
tion with the accompanying drawings wherein:

BRIEF DESCRIPTION OF THE DRAWINGS

FI1G. 1 1s a front view of the implant made in accor-
dance with the present invention; and

FIG. 2 1s a cross-sectional view of the implant of
FIG. 1 along line 2—2.

DETAILED DESCRIPTION OF THE
PREFERRED EMBODIMENTS

Referring to FIGS. 1 and 2, a tri-lumen mammary
implant 1 according to the present invention is por-
trayed. It is understood that while a tri-lumen implant is
illustrated, a bi-lumen implant or an implant having
more than three lumens 1s also contemplated, provided
that at least two of the lumens have the relative configu-
rations and firmness to be capable of providing the
implant with a projection to weight ratio of at least
about 0.1 mm/gm.

The implant 1 includes a silicone envelope or lumen 3
which 1s filled with silicone gel of the type disclosed in
U.S. Pat. No. 3,020,260. While the envelope 3 is flexible
and the gel 6 1s soft, the envelope 3 has a “fixed” volume
(one which is not changed in use) so that it may assume
a shape as shown in FIG. 2 having a substantially planar
rear wall to conform to the shape of the human chest
wall and has a remaining contour thereof approximating
the shape of the human breast. While the shape of enve-
lope 3 1s of a so-called “round” configuration, it is well
understood by those skilled in the art that the filled

“envelope 3 can be configured in various other desired

shapes such as a “tear drop” or oval low profile.
Diasposed around the envelope 3 is an outermost sili-
cone elastomer inflatable envelope or lumen 2. Enve-
lope 2 1s preferably also round and fillable with physio-
logic fluid such as normal saline to adjust the total vol-
ume of the implant. Alternatively envelope 2 may be
filled with other typical liquids which are compatible
with the human body. The configuration of the enve-
lope 2 after filling is shown in FIG. 2 wherein the rear
wall thereof approximates the shape of the human chest
wall, while the frontal portion approximates the shape
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of the human breast in conformity with the shape of

envelope 3.

Outermost envelope 2 may be inflated with liquid
after implantation and subsequently deflated by re-
moval of liquid to relieve the effects of spherical con-
traction of surrounding tissue on the implant.

The envelopes 2 and 3 are interconnected at the rear
wall thereof with valve means 10 disposed therebe-
tween to enable the fluid to be inserted to fill the vol-
ume 5 between envelopes 2 and 3. The two envelopes 2
and 3 are connected in an annular region 14 by heat
sealing techniques or the like.

Disposed within envelope 3 and connected thereto
solely at the rear walls thereof is an innermost envelope
or lumen 4 which occupies less than the entire volume
of envelope 3. Envelope 4 comprises substantially the
same material as flexible envelope 3 and is preferably a
silicone envelope having a *“‘fixed + volume (one which
is not changed in use) and filled with a soft gel material
7, such as the aforementioned silicone gel. In accor-
dance with the invention, innermost envelope 4 1s
firmer than intermediate envelope 3, to provide implant
1 with high projection and orientational stability. Inner-
most envelope 4 is made firmer than intermediate enve-
lope 3 preferably by providing envelope 4 with a higher
- percent fill than envelope 3. Optionally, but preferably,
envelope 4 has walls which are thicker than the walls of
any of the other lumens. In particular the percent fill of
envelope 4 is preferably at least about 1.1 times the
percent fill of intermediate envelope 3, and most prefer-
ably between about 1.1 and 4.0 times the percent fill of
envelope 3. Preferably the percent fill of envelope 4 i1s
about 80 to 150 percent, based on the initial unfilled

~ volume of envelope 4, and most preferably the percent

fill of envelope 4 is between about 90 and 120 percent.
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- Alternatively, envelope 4 is made firmer than envelope ,,

3 by providing that material 7 within the innermost

envelope 4 has a higher density than that of the material
6 in envelope 3. In particular, the density of the material
7 should be from about 1.01 tc 1.4 times the density of

the material 6 and preferably about 1.1 times the den- 45

sity. Yet another alternative is to make envelope 4
firmer by providing that material 7 within envelope 4
has a greater crosslink density than that of material 6 in
envelope 3. Preferably the crosslink denstty of material
7 is at least about 1.02 times the crosslink density of
material 6, and most preferably it is about 1.1 times the
crosslink density of material 6. It 1s understood that
various combinations of the above technologies can be
used to achieve the desired firmness.

The innermost lumen 4 has a frusto-conical configu-
ration having a rounded tip 4b and a flat base 4¢ con-
nected to the rear wall of lumen 3.

The gel material 6 and 7 is normally crosslinked di-
methylpolysiloxane as disclosed 1n U.S. Pat. No.
3,020,260, however, it is recognized that other materials
may be equally suitable so long as the consistency and
viscosity of the implant material closely simulates the
contours and characteristics of the human breast. The
preferred gel 1s comprised of about 5-20 parts by
weight, with 8 parts by weight being particularly pre-
ferred of
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and from 80 to about 95 parts by weight, with 92 parts
by weight being particularly prefered of

(I:H_!, Ti (|3H3 .I
Sli—O Sli--O ?i—_-CH_;
LCH 3 CH; CH; J
5 ! — Lf
Np

wherein s is about 162, t is about 1, u 1s about 2, x 1s
about 172, y is about 6, z is about 2, Ny 1s about 180 and
Nj is about 165. The preferred crosslinker is polymeth-
yl-‘H’-siloxane in a concentration of about 8 to 17 parts
per hundred. While the preferred concentration of the
crosslinker is about 8.2 where the innermost lumen 1s
made firmer by filling it to a greater degree than any of
the other lumens, when it is desired to make the inner-
most lumen firmer by providing that the material in the
innermost lumen have a greater crosslink density, the
concentration of the crosslinker may be increased up to
about 17 parts per 100.

The walls of envelopes 2, 3 and 4 are generally be-
tween about 0.05 mm and 0.2 mm in thickness. Al-
though, according to a particularly preferred embodi-
ment the walls of envelope 4 are thicker than the walls
of envelopes 2 and 3, preferably between about 0.3 mm
and 0.4 mm 1n thickness.

The walls of envelopes 2, 3 and 4 may be constructed
of any soft, flexible materials known 1n the art such as

silicone rubber. The primary criterion for the walls are
that they are capable of containing the material therein
and that the complete implant is soft, pliable and com-

fortable and be capable of assuming natural body con-

tours. Preferred materials for construction of the walls
of envelopes 2 and 3 are silicone elastomers including
homopolymers such as polydimethylsiloxane or
polymethylvinylsiloxane, or copolymers such as co-
polymers of methylvinylsiloxane and dimethylsiloxane.
A particularly preferred material for construction of the
walls of envelopes 2 and 3 is a heteropolymer of di-
phenylsiloxane and dimethylpolysiloxane having 3-7
mole percent diphenyipolysiloxane substituents.

The silicone elastomers may also contain fillers, such
as reinforcing silica filler, processing aids, additives,
pigments. The fillers may be present in amounts of up to
70 parts per hundred by weight. The silicone elastomers
are endblocked with conventional endblocking units
present at levels of less than 4 mole percent. Examples
of such endblocking units are dimethylvinyisiloxane
units, trimethylsiloxy wunits, methylphenylvinylsiloxy
units or hydroxyl units. In the present invention, 0.133
mole percent dimethylvinylsiloxane units is preferred
for this purpose.

The silicone elastomer can be vulcanized by conven-
tional means, such as with organic peroxides, electro-
magnetic radiation, or by using a polysiloxane cross-
linker containing silicone-bonded hydrogen atoms with
a vinyl containing siloxane elastomer and a platinum
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catalyst. In the present invention it is preferred that a
platinum catalyst formed by dissolving hexachloropla-
tinic acid with tetravinylcyclotet rasiloxane in isopro-
pyl alcohol be used.

‘The walls of envelope 4 may be constructed from any
material which is suitable for the construction of the

walls of envelopes 2 and 3. Preferably, however, the
walls of envelope 4 are comprised of a layer of silicone
elastomer which substantially impedes the migration of
the silicone gel from the sac. This layer 1s at least 0.025
mm 1n thickness and experiences a weight increase of
less than 10% when tested in accordance with ASTM
D471 utilizing a dimethylpolysiloxane test gel having a
300 centistoke viscosity.

Preferably the walls of envelope 4 are a composite
structure of a plurality of silicone elastomers or mix-
tures of silicone elastomers which have a total thickness
of between about 0.05 and about 0.4 mm, wherein at
least one layer of the total composite wall is the migra-
tion impeding layer described hereinabove. Alterna-
tively, the migration impeding layer may constitute the
entire wall of envelope 4. Most preferably the compos-
ite wall of envelope 4 is comprised of three continuous
layers. Although either of the three layers can be made
to impede the migration of silicone gel through the
envelope 4, it 1s preferred that the second or mtermedi-
ate layer be constituted to do so by the means which are
discussed below.

The silicone elastomers utilized for the first and third

continuous layers may be any of the silicone elastomers
which are suitable for the construction of the walls of

envelopes 2 and 3 and 1s preferably a heteropolymer of
diphenylpolysiloxane and dimethylpolysiioxane having
3-7 mole percent diphenyl polysiloxane substituents
endblocked with 0.133 mole percent dimethylvinyl-
siloxane units.

The siicone elastomer of the second migration im-
peding layer 1s preferably composed of a reaction prod-
uct of dimethylpolysiloxane and either 3,3,3-trifluoro-
propylpolysiloxane, diphenylpolysiloxane or methyl-
phenylpolysiloxane. The final reaction product prefera-
bly contains about 8 to about 50 mole percent diphenyl-
polysiloxane substituents, with about 15 to about 30
being preferred, at least 90 mole percent methyl 3,3,3-
trifluoropropylpolysiloxane substituents or at least 30
mole percent methylphenylpolysiloxane substituents. It
1s contemplated that the silicone elastomer which acts
as a barrier to migration may also be a reaction product
of dimethylpolysiloxane and siloxane elastomer which
has a combination of the aforementioned substituents,
e.g., diphenylpolysiloxane and 3,3,3-trifluoropropyi-
polysiloxane. In a particularly preferred embodiment
the migration impeding layer is composed of a reaction
product of dimethylpolysiloxane and diphenyl-
polysiloxane, with about 15 mole percent diphenyl-
polysiloxane substituents.

The silicone elastomers of the migration impeding
layer are endblocked with the conventional endblock-
ing units used in the elastomers comprising the walls of
envelopes 2 and 3 at levels of less than 4 mole percent.
In the present invention, 0.133 mole percent dimethyl-
vinylsiloxane units is preferred for this purpose.

The stlicone elastomers comprising any of the layers
of the preferred composite wall of envelope 4 can also
contain fillers, such as reinforcing silica filler, process-
ing aids, additives and pigments. The filler may be pres-
ent in about 15 to about 70 parts per hundred by weight.
The silicone elastomer can be vulcanized by conven-
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tional means, such as with organic peroxides, electro-
magnetic radiation, or by using a polysiloxane cross-
linker containing silicone-bonded hydrogen atoms with
a vinyl containing siloxane elastomers and a platinum
catalyst. In the present invention it is preferred that the
same platinum catalyst utilized for the walls of envel-

opes 2 and 3 be used.

The preferred shape of the inner envelope 4 is that of
a cone section having the tip 46 rounded and projecting
outwardly to the front of the implant, and the base 4a
being the only portion of the envelope 4 connected to
the envelope 3 and being fixed thereto in the aforemen-
tioned annular region 14. This assures that when the
implant is fixed to the chest wall of the patient, the
firmer, more fully filled portion defined by envelope 4
will project outwardly therefrom and will be less influ-
enced by any deformations caused by the forces acting
on the frontal portion of envelopes 2 and 3. In this way,
the implant will have high projection and will retain its
shape despite the distorting forces which traditionally
render the implants aesthetically unattractive.

It 1s therefore clear that the tip portion 4b of the inner
envelope 4 should be only slightly spaced from the front
portion of envelope 3 but not connected thereto so as to
provide for relative movement therebetween.

For a conventional size implant, the volume of mate-
rial 6 1s from about 100 to 600 cc while the volume of
the inner envelope 4 is from about 20 to 300 cc, and is
preferably about 30 to 100 cc. The volume 5 within the
inflatable envelope 2 can be conventionally up to about
100 cc and 1s preferably filled with a normal saline.

The valve means 10 1s formed by a valve member 12
which is disposed between the envelopes 2 and 3 and
which has a protruding leaves 13 which extend beyond
the sealed area 14 and into the volume 5 between envel-
opes 2 and 3. The leaf valve member 12 has a central
opening 12a and the outer envelope 2 has_a small open-
ing 11 ahigned with opening 12g which permits access to
leaves 13.

In use, a fill tube 1s inserted by pointing the tube into
the openings 11 and 12g allowing penetration through
the leaves 13 of the valve so that it protrudes therefrom
into the volume S between envelopes 2 and 3. The nor-
mal saline is filled to the desired volume and the fill tube
1s retracted from the valve which thereupon closes due
to the forces on the leaves 13.

The tri-lumen implant of the present invention is
preferably constructed according to the following pro-
cedure. Dispersions of the above stated unvulcanized
elastomeric materials in solvents which can be totally
evaporated from the final product at low temperatures
e.g., 25° C. are made. When the silicone elastomer con-
tains diphenylpolysiloxane substituents the solvents
may be any aromatic or linear aliphatic of Cgor greater.
If the silicone elastomer contains trifluoropropyl-
polysiloxane substituents, the preferred solvents are
ketones. Each envelope 1s prepared by dipping a man-
drel which is shaped to the desired form into a disper-
ston of the destred unvulcanized silicone elastomer. The
coated mandrel 1s removed and the solvent allowed to
evaporate. The coated mandrel 1s then dipped into other
dispersions of unvulcanized silicone elastomers until the
desired composite structure is formed. The solvent is
allowed to evaporate after each coating. All coats are
preferably cured together after the coating has been
built up to yield the desired post-cure thickness of be-
tween 0.05 mm and 0.2 mm. At this thickness the cured
shell 1s soft, flexible and preferably elastic. Although the
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curing may occur at room temperature, it 1s preferably
accelerated by the use of an air circulating oven.

After the silicone elastomer envelope has been cured,
it is removed from the mandrel by stretching the hole at
the mandrel attachment site. The envelopes are then
placed one inside the other. The holes in each envelope
are then sealed by cementing a patch of a laminate com-
prised of cured and uncured silicone elastomer of the
same type as the envelope over and overlapping the
periphery of the hole. Valve member 12 with protrud-
ing leaves 13 is then inserted between envelopes 2 and 3.
The envelopes of the tri-lumen implant are then heat
vulcanized together at the patch sites. Subsequently, an
uncured and hence liquid silicone gel is injected, with
the aid of a hypodermic needle through the patch site
into innermost envelope 4. Liquid silicone gel 1s then
injected in the same manner into envelope 3. The gels
are then thermally cured. Prior to curing, the hypoder-
mic entrance is sealed by applying a dimethylpolysilox-
ane having an alkoxy or oxime curing system, e.g. Dow
Corning Medical Adhesive Silicone Type A, a room
temperature vulcanizing adhesive.

It will be understood that the particular embodiments
of the invention shown herein are by way of illustration
only and are meant to be in no way restricted and that
numerous changes and modifications can be made and
the full use of equivalence resorted to without departing
from the spirit and scope of the invention defined by the
foregoing claims.

What is claimed 1s:

1. A surgically-implantable, multi-lumen, high-profile
mammary implant, said implant comprising first and
second lumens, said second lumen being contained
within said first lumen, wherein:

(a) said first lumen has a front wall with an outer
shape for approximating the shape of the human
breast and a rear wall with an outer shape for ap-
proximating the shape of the human chest wall;

(b) said second lumen is connected to said first lumen
at said rear wall;

(c) said second lumen contains a soft gel;

(d) said first lumen contains said second lumen and,
between said first and second lumens, a soft gel;

(e) means rendering said gel-containing second lumen
as a whole firmer than said gel-containing first
lumen; and

(f) said second lumen is in the general shape of a cone
section with the tip projecting outwardly away
from the rear wall of the implant.

2. A surgicaliy-implantable, multi-lumen, high-profile
mammary implant, said implant comprising first and
second lumens, saild second lumen bemg contained
within said first lumen, wherein:

(a) said first lumen has a front wall with an outer
shape for approximating the shape of the human
breast and a rear wall with an outer shape for ap-
proximating the shape of the human chest wall;

(b) said second ilumen is connected to said first lumen
at said rear wall:

(¢) said second lumen contains a soft gel;

(d) said first lumen contains said second lumen and,
between said first and second lumens, a soft gel;

(e) means rendering said gel-containing second lumen
as a whole firmer than said gel-containing first
lumen;

(f) said gel-containing second lumen is sufficiently
firm to provide said implant with a projection-to-
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weight ratio of at least about 0.1 mm/gm bsed upon
the weight of said implant; and

(g) said second lumen is in the general shape of a cone
section with the tip projecting outwardly away
from the rear wall of the implant.

3. An implant according to claims 1 or 2, wherein said
means comprises filling said second lumen with soft gel
to a higher percent fill than said first lumen.

4. An implant according to claims 1 or 2, wherein said
means comprises said second lumen containing a soft
gel having a higher density than the soft gel contained
between said first and second lumens.

5. An implant according to claims 1 or 2, wherein said
means comprises said second lumen containing a soft
gel having a greater crosslink density than the soft gel
contained between said first and second lumens.

6. An implant according to claims 1 or 2, wherein said
means comprises said second lumen having a firmer
wall than the front wall of said first lumen.

7. An implant according to claims 1 or 2, said implant
comprising an inflatable third lumen, said first lumen
being contained within said third lumen, wherein said
third lumen has:

(a) a flexible front wall with an outer shape for ap-
proximating the shape of the human breast when
inflated:

(b) a rear wall with an outer shape for approximating
the shape of the human chest wall; and

(c) valve means permitting inflation and deflation of
the space between said first and third lumens.

8. A surgically-implantable, multi-lumen, high-profile
mammary implant, said implant comprising a first
lumen having a front wall with an outer shape for ap-
proximating the shape of the human breast and a rear
wall with an outer shape for approximating the shape of
the human chest wall; a second Iumen contained within
said first lumen; and a third lumen, said third lumen
being inflatable, having a flexible front wall with an
outer shape for approximating the shape of the human
breast and a rear wall with an outer shape for approxi-
mating the shape of the human chest wall, and contain-
ing said first lumen, wherein:

(2) said second lumen contains soft gel and is con-

nected to said first lumen at said rear wall;

(b) said first lumen contains a soft gel between said
first and second lumens;

(c) means rendering said gel-containing second lumen
as a whole firmer than said gel-containing first
lumen:

(d) said third lumen comprises valve means permit-
ting inflation and deflation of the space between
said first and third lumens:;

(e) said third lumen, between said first and third lu-
mens, contains a liquid compatible with the human
body;

(f) said gel-containing second lumen 1s sufficiently
firm to provide said implant with a projection-to-
welght ratio of at least about 0.1 mm/gm based
upon the weight of said implant; and

(g) said second lumen is in the general shape of a cone
section with the tip projecting away from the rear
wall of the implant. '

9. A surgically-implantable, multi-lumen, high-profile
mammary implant, said implant comprising a first
lumen having a front wall with an outer shape for ap-
proximating the shape of the human breast and a rear
wall with an outer shape for approximating the shape of
the human chest wall; a second lumen contained within
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said first lumen; and a third lumen, said third lumen
being inflatable, having a flexible front wall with an
outer shape for approximating the shape of the human
' breast and a rear wall with an outer shape for approxi-
mating the shape of the human chest wall, and contain-
ing said first lumen, wherein:
(a) said second lumen contains soft gel and 1s con-
nected to said first lumen at said rear wall:
(b) said first lumen contains a soft gel between said
first and second lumens;

5

10

(¢) means rendering said gel-containing second lumen -

as a whole firmer than said gel-containing first
lumen:

(d) said third lumen comprises valve means permit-
ting inflation and deflation of the space between
said first and third lumens:

(e) said third lumen, between said first and third lu-
mens, contains a liquid compatible with the human

body; and
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(1) said second lumen is in the general shape of a cone
section with the tip projecting outwardly away
from the rear wall of the implant.

10. An implant according to claim 8 or 9, wherein

said hiquid is saline.

11. An mmplant according to claim 8 or 9, wherein
said means comprises filling said second lumen with soft
gel to a higher percent fill than said first Jumen.

12. An mmplant according to claim 8 or 9, wherein
sald means comprises said second lumen containing a
soft gel having a higher density than the soft gel con-
tained between said first and second lumens.

13. An mmplant according to claim 8 or 9, wherein
said means comprises said second lumen containing a
soft gel having a greater crosslink density than the soft
gel contained between said first and second lumens.

14. An implant according to claim 8 or 9, wherein
said means comprises said second lumen having a firmer

wall than the wall of said first lumen.
ik * ¥ X %
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